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Traditional 510(k) Summary SE2 0

A) SUBMITTED BY: Neuromherm, Inc.
30 Upton Drive, Suite 2
Wilmington, MA 0 1887-1083
Registration # 1226344

CONTACT: Sharyn Orton, PhD
MED Icept Inc.
200 Homer Ave
Ashland, MA 0 1721
401-330-8264
508-231-8861 Fax

B) DEVICE NAME: NT 2000 Lesioning Generator

COMMON NAME: Generator, Lesion, Radiofrequency

DEVICE CLASS: 21 CFR 882.4400 Radiofrequency lesion generator, Class 11

PRODUCT CODE: GXD

C) PREDICATES:
* NeuroTherm NT 1000 RF Lesioning Generator (K052878)
* Stryker Multi-Gen Lesioning Generator (K07 1482)
* Cosman G4 Radiofrequency Generator (K082051I)

D) DEVICE DESCRIPTION:

The NeuroTherm NT 2000 is a desktop RF lesioning generator, which is used for the lesioning
of neural tissue. The device is a second generation device that is a modification of the
NeuroTherm NT 1000 (K052878) previously cleared by FDA.

The NT 2000 is a multi-lesioning, 4 channel portable generator that can provide continuous or
pulsed RF output at 460 KHz, monopolar or dual electrode modes, and a Simplicity mode for
large lesion creation. The device includes sensory and motor stimulation functions to fine tune
electrode placement for procedures, and is also designed to connect to various lesioning probes
which are inserted into patients for lesioning of neural tissue during medical procedures.

Device features include a touch screen monitor incorporating microprocessor and graphics
display for user interface as well as self diagnostics, calibration checks, and recordkeeping
functions.
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E) INTENDED USE: The NT 2000 is intended for lesioning of neural tissue. It is to be used
only with FDA cleared lesion/temperature probes (NeuroTherm radiofrequency probes and
Smith & Nephew SPINECATHTm and ACUTHERMTM catheters). It is indicated for use in the
peripheral nervous system.

F) SUBSTANTIAL EQUIVALENCE COMPARISON AND DISCUSSION

Table I - Intended Use/Indication for Use

NeuroTherni NeuroTherni Stryker Multi- Cosman
NT 2000 NT 1000 Gen G4 RE

Generator Generator Generator
K052878 K071482 K082051

Product codes GXD GXD, GEl GXD
Intended Use Intended for use Intended for use With Stryker Indicated for use
Indication for for lesioning of to create lesions electrodes is in procedures to
Use neural tissue. in neural tissue. intended for create RE lesions

coagulation of for treatment of
Indicated for use Intended for use soft tissues in pain, or for
in the peripheral in pain orthopedic, lesioning nerve
nervous system. management spinal and tissue for

neurosurgical functional
To be used only applications. neurosurgical
with FDA cleared procedures.
NeuroTherm RE
probes.

To be used with With Smith & Used with
To be used only NeuroTherm RE Nephew Cosman RE
with FDA cleared probes, Smith & SPINECATH probes.
the Smith & Nephew and
Nephew SPINECATH, ACUTHERM
SPINECATH and ACUThERM catheters, is
ACUTHERM catheters, intended for
catheters. Radionics coagulation and

DiskTrode decompression of
radiofrequency disc material.
probes
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Table 2 Predicate comparisons

NeuroTherm NeuroTherm Stryker Multi- Cosman
NT 2000 NT 1000 Gen G4 RF

Generator Generator Generator
Power output Max power Max power 5OW max 50W

output 50W output 30W into 100 Ql
into 100 Q. into 200 2.

Continuous RF 460 kHz 480 kHz I MI-z 480 kl-z
Frequency

Stimulation - Yes Yes Yes Yes
sensory and
motor
Energy delivery Continuous Sequential non Sequential non Continuous
during multi independent simultaneous simultaneous independent
channel RF simultaneous energy delivery energy delivery simultaneous
treatment energy deliveryenrydlvy
RF energy
delivery modes:
Continuous Yes Yes Yes Yes
thermal
Pulsed RF Yes Yes Yes Yes
RF energy
delivery channel
tyes
Monopolar 4 3 4 4

Bipolar* Yes Yes Yes Yes
aka "dual" aka "dual" aka "parallel aka "bipolar pair"

_____________ _____________ _____________bipolar" ________

*current between two monopolar electrodes

NeuroTherm NeuroTherm Stryker Multi- Cosman
NT 2000 NT 1000 Gen G4 RF

Generator Generator Generator
Printer Yes Yes No Yes
Wireless mouse No No No Yes
Touch screen Full operation Set up only Full operation Full operation
Excess power Yes Yes Yes Yes
safety feature
Excess Yes Yes Yes Yes
temperature
safety feature
Foot print 370 x320 x430 400 x300 x415 317 x203 x381 362 x241 x300

____ ___ mm(WxHxD) mm(WxHxD) mm(WxHxD) mm(WxHxD)
Weight 11.4 kg 12.5 kg 8.2 kg 10 kg
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Touch screen 14" diagonal 12" diagonal 5.5 in x 8 in. 12 in
dimensions 1600 viewing

______________angle

Electrical IEC lEG IEC lEG
safety/EMC 6060lcompliant 6O6Olcompliant 60601compliant 60601compliant

CONCLUSION

The NT 2000 is similar to or the same as the predicate devices as follows:
" Technology
" Intended use/Indication for Use
" Technical specifications, or ranges of technical specifications
* Functional modes compared to other 4-channel devices

Where the NT 2000 differs from the NT 1000, it is similar to or the same as the other
predicate devices.

Any differences between the NT 2000 and the predicate 4-channel devices do not raise
new issues of safety or effectiveness. Therefore, the NT 2000 is substantially equivalent
to the predicate devices based upon the Intended Use, technology, functional modes,
hardware and software components, and performance.

G) PERFORMANCE TESTING

There are no applicable performance Consensus Standards or Guidance documents
associated with this device.

Bench - Bench testing supports that the NT 2000 performs as expected.
Software - Software testing supports that the NT 2000 performtrs as expected.

H) OTHER - Compliance with Standards

This device is lEG 6060 1 compliant as appropriate.
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DEPARTMENT OF HEALTH & HUMAN SERVICES 'uh lic [lnc t ;ti vi >cc

10I C903 Nov I ktm20993 -IV H

Newuotherm. Jne.
c/o N'lIr. F. David Rothkopf
President
N'IEiDcept. Inc.
200 Homer Avenue
Ashland, MIA 0 1721 cP

Re: K(111576
Trade/Device IName: NT '2000
Regulation Number: 21 CER 882.4400
Regu Lat ion Name: Radiolreque acy Ies i o ii ene ator
Regulatory Class: 11
ProdctLC Code: GXD
Dated: Augu'Lst 23, 2011
Recei ved: AuguLst 24, 20 11

Dear MrIi. Rothkop f"

We have reviewed your Section 5 10(k) preirket notification o fi ntent to market the device
referenced above and have determined the device is substantiall Iqivalent (for the indications
or0 Use Stated inl the eclCosure) to legally marketed predicate devices marketed in interstate

commerce prior to M~ay 28, 1976, the enactm-rent date of the Medical [)evice Amendments, or to
(devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not reqUite approval of a preniarket approval application (PMvA).
YOU may, therefore, market the device, su~bjct to the general contraoIs provisions of the Act. The
general controls provisions of the Act include requirements for- annuial registration, listing, of
devices,, ooiod manlufacturing pr1actice, labeling, and prohibitions against Misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remin wl ou. however, that device labeling mu1Lst be truthfl and not m isleadling.

If your device is classified (see above) into either class [I (Special Controls) or class Ill (PMvA), it
mray be su~bject to additional controls. FExisting1 mrajOr reguLlations affecting your device can be
found in the Code of' Federal ReguI-lations. Title 2 1, Parts 800 to 898. In, adjdition. 17DA may
p)ublish fur1ther annou10Lncements concerning your device in the Federal Register.

P lease be advised that FDA's i ssuance of a substantial eq ui VdIIlnc determination does notr mean
that FDA has made a dceemiation that yourt device complies wvith other requirements oF the Act
or anyv Federal statutes and reguilations admvi nistered by other Federal agencies. YOU mu1Lst



Page 2 - Mr. F. David Rothkopl

comIply With all the Act's reqt-ii-rinns incltuding. but1 not liited to: registration and listing (2 1
CUR Onr 807); l abelI in (2 1 CUR Part 801); medicalI device reportin (reporting of medical
device-related act verse events) (21I C- U[8031' good lano ~factl t Hg pract ice requirieens ais set
Forth in the quality systems (QS5) regulation (21I CF R Part 820); and if applicable, the electr onic
procluct radiation controlI provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

-ro dse speiftic advice orm your device on ouir labeling regitio (2I C FR part 80O)I pies
go to tt:/w.fagoAbiID/eerficsCRICIlllfce/cII 15809.tmi For
te Center for Devices and Radio logical H-eal th's (l) RI-I's) 0111c of Corn )1 ancc. A Iso, please
note the r'eglation10 entitledL 'Ni isbrncling by relrci c to premrlaket noti[ation" (21 CUR Part
807.97)1 For questions regardling the reportng orIadverse events Under the NIMDR regulation (21
C1UR Part 803), please go to
h tp: //wwwV\.UCILa.(-go'/H\NiCli cal l% vices/S altiv/Reporta Probl[en/dc atthn tmFor the C ID RI-I's Office
of Survillance and Biometrcs/Division of llostinarket Surveillance.

You inay obtain other general in foirmadtic on yo ur r spons ibi Iidtes uinder the Act fromi the
Dvision of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (30 1) 796-7100 or at its Internet address
lhttp://v,v.Ccfd.Lgo\v/M\ecl icallI~e\vices/Res.'ourCeSo'01 OOtRI d st rV/Cle fault.1hint -

Sincerely y~otis

Malvina B3. Evclhran. N'I .ID.
Director
Division of Ophthalic, Neurological,

and Ear, Nose and Throat Devices
011cc of Device Evaluation
CVenter for Devices and

Radiological [-[cal th

Enclostre



In(Iications for, Use Formn

5 10(k) Number (if Irnown): Kill15 76

Device Name: NT 2000

Indication for Use: The NT 2000 is intended for rise for lesioning of neural tissue. The NT 2000
is indicated for use in the peripheral nervous system.

The NT 2000 is to be used only, with FDA cleared Neuroiherni RE probes and Smith & Nephexv
SPINECATH and ACUTHERM, catheters.

Prescription Use X 2ICFR 801. Subpart D OR Over-the-Counter Use -21CFR 801.109

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NECESSARY)

...... ............... .................. ...- -..... 1........ --..........I.......... ......................... ...... -...... ............. ..........................

Concurrence of CDRH. Office of Device Evaluation (ODE)

Nose roat Devices

510(k) Number A/7 f


